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Knowledge Acquisition Session Report 
 CDE Compliance Review Tools 

 

KA Session Date: 1/27/2001  

Session Topic:  Common Data Elements (CDE) Compliance Review Tools Use Cases and Activity 
Diagrams 

Knowledge Analysts: Bill McCurry, ScenPro, Inc. 

 

 
General Topic Area 

 
This document contains representations of the Business Use Cases for the Common Data Elements 
Compliance Review Tools. This Use Case document consists of: 

 
• Business Use Case Diagrams 
• Activity Diagrams for the Business Use Cases 
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Create and Distribute CRF Template  
 

Standards Based Repository 
Extension

Create CRF Template

CTEP CDE Manager CRF Creator

CTEP Concept Evaluation 
Panel

CTEP PIO Protocol 
Special ist

CTEP CDE Coder

Distribute CRF Template and 
Review Sheet
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 Create CRF Template Use Case Activity Diagram 
 

Identify CRF 
Template to Create

Access the 
SBR Extension

Identify CDEs for the 
CRF Template

Organize the CDEs Within 
Modules  on the CRF

Save Module and Form 
Organization Info

Provide Searchable 
Access to CDEs

Store Module and Form 
Organization Data

CRF Template Saved in SBR 
Extension

SBR ExtensionCTEP CDE Manager
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Distribute CRF Template Use Case Activity Diagram 
 
 
 

Identify CRF Review  
Sheet to Create 

Run Report of CDEs and  
Modules for the CRF 

Save CRF Template Report  
into a Spreadsheet 

Add Columns to the CRF  
Tempate Spreadsheet 

Save Spreadsheet as a  
CRF Review Sheet 

Email Review Sheet  
to CDE Coder 

Produce Report of 
CDEs and Modules

Produce Report of 
CDEs and Modules

Store CRF Review 
Sheet on CTEP LAN

Note: This part 
of the process 
is to be added 
soon.

Receive CRF  
Review Sheet 

CDE Coder has Review Sheet

Forward CRF Template in 
Concept Approval Packet

Run Report of CDEs and 
Modules for the CRF

Receive CRF 
Template

CRF Creator has 
access to CRF Template

CRF CreatorCTEP Concept Evaluation PanelCTEP CDE CoderCTEP PIO Protocol SpecialistSBR ExtensionCTEP CDE Manager 
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Create, Submit and Log in CRF 
 
 
 

CTEP CDE Coder

CTEP Enterprise System

Standards Based Repository 
Extension

CTEP CDE Manager

CRF Creating Org's Review 
Boards

Log In Case Report Form

Create Case Report Forms

CTEP PIO Protocol 
Specialist

Creating Org's Protocol Manager

CRF Creator

Submit Protocol and Case Report 
Forms
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 Create Case Report Forms Use Case Activity Diagram  
 

Review Protocol

Review CRFs from 
Similar Protocols

Review Organization's 
Standard CRFs

Review CRF 
Templates

Search SBR for 
Additional CDE Info

Contact CDE Manager 
with Questions

Draft CRF Con tent 
and Layout

Search SBR Extension 
for CRF T emplates

Provide Searchable 
Access to CDEs

Respond to CRF 
Creator Questions

Conduct Internal 
CRF Reviews

Approve CRFs

CRFs Have Been Created

Provide CRF 
Templates

Creating Org's Review BoardsCTEP CDE ManagerSBR ExtensionCRF Creator
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 Submit Protocol and Case Report Forms Use Case Activity Diagram  
 

Begin collecting protocol 
submission materials

Package all protocol and CRF 
materials for submission

Send protocol submission 
package to CTEP

Save CRFs in 
Adobe PDF format

Forward CRF files to 
Protocol Manager

Receive protocol 
submission package

CRFs received by CTEP PIO

CTEP P IO Protocol  Special istCRF CreatorCreating Org's Protocol Manager
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Log In Protocol and Case Report Forms Use Case Activity Diagram 
 

Verify that all parts of protocol 
package are present

Log protocol and CRF 
submission

Abstract protocol 
elements

Forward CRFs to CDE 
Coder and CDE Manager

Print the 
Selected CRFS

Store protocol and CRF 
submission log entry

Store abstracted 
protocol elements

Review protocol 
title and basic info

CDE compliance 
review needed?

YES
No review needed--process ends.

NO

Rece ive CRFs 
from PIO

CDE Manager has received 
CRFs

Receive CRFs 
from PIO

CDE Coder has CRFs

Receive CRFs 
from PIO

CTEP CDE CoderCTEP CD E ManagerCTEP Enterprise SystemCTEP PIO Protocol Specialist
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Review, Revise and Approve CRF for CDE Compliance 

CRF Creator

Standards Based Repository 
Extension

CTEP PIO Protocol Specialis t

CRF Creating Org's Review 
Boards

Approve CRF for CDE Compliance

Revise Case Report Form

CTEP CDE Coder

CTEP CDE Manager

Review CRF for CDE Compliance
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Review CRF for CDE Compliance Use Case Activity Diagram 

Select a CRF from the 
set for the protocol

Does a template 
exist for this CRF?

NO

CRFs without 
templates are not 
reviewed- -CDE 
Coder selects 
another CRF. Open the CRF Review Sheet

YES

Search for CRF Review Sheet 
elements in the CRF

Code Exact Matches in the 
CRF Review Sheet

Code Partial  Matches in the 
CRF Review Sheet

Key Text of Partial Matches into 
CRF Review Sheet

Code "Not Used" Elements in 
the CRF Review Sheet

If recall a  "Not Used" element used in other 
CRFs in the protocol, scan the other CRFs

Key "Not Used" elements from other 
CRFs into CRF Review Sheet

Search for new CRF elements 
not found in CRF Review Sheet

Key text of new elements into 
CRF Review Sheet

Save CRF 
Review Sheet

Forward CRF Review Sheet to 
CDE Manager

All CRFs 
checked?

NO

CDE compliance coding finished

YES

Review all CRFs in protocol and 
become familiar with them

CDE Manager has received 
CRF and CRF Review Sheet.

Receive CRF 
Review Sheet

CTEP CDE ManagerCTEP CDE Coder
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Approve CRF for CDE Compliance Use Case Activity Diagram 

Select a CRF from the 
set for the protocol

Prin t the CRF Review Sheet fo r the CRF

Compa re hard  copy CRF to 
hard copy CRF Review Sheet

Note coding or comments in to 
change in CRF Review Sheet

Key coding and comment changes 
into CRF Review Sheet

Search SBR Exte nsion for CDEs to 
suggest as alternatives

Key additional comments into 
CRF Review Sheet

Create New Element Sheet 
spreadsheet for this protocol

Key text of new elements into 
New Element Sheet

Save CRF 
Review Sheet

All CRFs 
reviewed?

Ca lculate CDE match  stat istics for 
all the protocol's CRFs

YES

Key CRF statistics 
into Stat Report

Send all CRF Review Sheets, New Element 
Sheet and Stat Report to CRF Creator

Approve CRFs for 
CDE compliance?

Notify PIO of CRF approval for 
CDE Compliance

YES

Request revision to  
CRFs

NO

Provide Searchable 
Access to CDEs

Re ce ive notice o f appro va l 
for CDE compliance

CRFs approved for CDE 
compli ance

Receive CRF Review Sheets, New 
Element Sheet and Stat Report

Receive re quest for 
CRF revision

Request for CRF revision has 
been received

Apply formatting  changes 
to Review Sheet

NO

CRF CreatorCTEP PIO Protocol SpecialistSBR ExtensionCTEP CDE Manag er
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Revise Case Report Form Use Case Activity Diagram 

Evaluate CRF 
revision request

Contac t C DE Manager with quest ions 
about CRF revision request

Search SBR for 
Addit ional  CDE Info

Draft revised CRFs 
(content and layout)

Save CRFs in Adobe 
PDF format

Submit revised 
CRFs to CTEP

Key requested info into 
New Element Sheet

Save completed New Element 
Sheet spreadsheet

Send completed New Element 
Sheet to CDE Manager

Answer questions about  
CRF revision request

Receive completed 
New Element Sheet

CDE Manager has received 
completed New Element Sheet

Provide Searchable 
Access to CDEs

Conduct Internal 
CRF Reviews

Approve CRFs

Receive 
revi sed C RFs

PIO has received 
revised CRFs

CTEP PIO Protocol SpecialistCreating Org's Review BoardsSBR ExtensionCTEP CDE ManagerCRF Creator
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Review Revised CRFs 

CTEP PIO Protocol Specialist

CTEP CDE Coder

CRF Creator

CTEP CDE Manager

Standards Based 
Repository Extension

Review Revised CRFs
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Review Revised Case Report Forms Use Case Activity Diagram – Full Diagram 

Log receipt of  
rev ised CRFs

Forward rev ised CRFs 
to CDE Coder

Receiv e notice of  approv al 
for CDE c ompliance

CRFs approv ed f or CDE 
compliance

Rec ord receipt 
of  rev ised CRFs

Compare rev ised CRFs to 
original CRFs and Rev iew Sheet

Note problems or concerns 
on hard copy  rev ised CRF

Forward hard c opy  rev ised 
CRF to CDE Manager

Rev iew CDE 
Coder's notes

Compare rev ised CRFs to original 
CRFs and Rev iew Sheet

Not e problems or concerns on 
hard c opy  rev ised CRF

Search SBR Extension f or CDEs to 
suggest as alternativ es

Rev iew complet ed New 
Element Sheet

Sav e completed New Element Sheet 
on CDE Manager's computer

Question about 
rev ised CRFs?

Contact CRF Creator by  phone 
or email with questions

YES

Approv e CRFs f or 
CDE compliance?

NO

Notif y  PIO of  CRF approv al 
f or CDE Compliance

YES

Request additional 
CRF rev isions

NO

Additional CRF rev isions 
requested

Prov ide Searchable 
Access to CDEs

Answer questions 
about rev ised CRFs

Print rev is ed 
CRFs

CRF  CreatorSBR ExtensionCTEP CD E Man agerCTEP CDE CoderCTEP Enterprise SystemCTEP PIO Protocol Specialist
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